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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 12 May 2008 . 
2a )□ This action is FINAL. 2b)|3 This action is non-final. 
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DETAILED ACTION 

1 . Receipt of preliminary amendments filed on 2/1/2008 and 5/12/2008 are 
acknowledged and placed in the record on file. The amendments have been accepted 
and will be used for examination on the merits. 

Priority 

2. Receipt is acl<nowledged of papers submitted under 35 U.S.C. 1 1 9(a)-(d), which 
papers have been placed of record in the file. 

Information Disclosure Statement 

3. The information disclosure statement (IDS) submitted on 3/2/2007 was received 
and placed in the record on file. The submission is in compliance with the provisions of 
37 CFR 1 .97. Accordingly, the information disclosure statement is being considered by 
the examiner. 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 
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4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

6. Claims 1-7 and 10-34 are rejected under 35 U.S.C. 103(a) as being unpatentable 

over Dosmann (US Patent Application Publication US 2003/0171696) in view of Duchon 

et al (US Patent Application Publication US 2003/0018300). 

Dosmann discloses an optical format for lancing the skin for collecting a body 

fluid sample from the lanced site comprising a hollow lancet (element 10) having a tip 

adapted to puncture skin and collect body fluid (paragraphs [0003]-[0004]; figures 1 and 

2); the interior of the hollow lancet forming a channel (element 13) for moving a fluid 

sample from the tip to a reaction area (paragraph [0014]). The body fluid is drawn 

through the channel using capillary action or vacuum assisted capillary action 

(paragraph [0014]). Furthermore this optical format and integrated lance includes a 

viewing window to allow optical analysis of the sample by transmission spectrometry by 

passing a beam of light through the lance viewing windows to a detector (paragraphs 

[0004] and [0014]). 

However, Dosmann does not disclose the integrated lancet used in combination 
with an apparatus with a body having an open end, a lancing mechanism disposed 
within the body coupled to the lancet opposite the tip and being adapted to move the 
lancet between a retracted position, a lancing position for puncturing the skin, and a 
collection position for collecting the body fluid; an outer end cap coupled to the open 
end of the body; or an inner end cap disposed within the outer end cap. 

Duchon teaches a body fluid sampling device comprising a typical cocking and 
triggering mechanism used in integrated lancets that moves the lancet between 
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retracted, lancing, and collecting positions (paragraphs [0064]-[0066]; figures 13e, 13g, 
and 131), where the retracted and collecting positions are substantially the same. 
Duchon further teaches outer (element 24) and inner (element 22) end caps which have 
an aperture for the lancet to pass (paragraphs [[0066]-[0067]; figure 13g). The outer 
cap has a first end coupled to the open end of the body (element 12) and the second 
end of the outer cap for contacting the skin (figure 13f). The second end of the inner 
cap also contacts the skin when the lancet is in the collecting position (figures 13h and 
131). 

Regarding claims 1-7 and 10-34; it would have been obvious to one of ordinary 
skill in the art at the time of the invention to modify Dosmann's optical format and 
integrated lancet for use as the lancet in the body fluid sampling device taught by 
Duchon. This would be obvious as applying the known technique of automated lancing 
mechanisms in body fluid collection, to the Dosmann's known optical format and 
integrated lancet to yield predictable results. 

Further regarding claims 2, 3 and 10; Dosmann discloses the lancet defined by a 
square, fused silica capillary tube (paragraph [0010]). 

Further regarding claim 4-6; Dosmann discloses the use of a vacuum around the 
lancing area to enhance blood flow (paragraph [0004]). It would have been obvious to 
one of ordinary skill in the art at the time of the invention that a vacuum used in the 
Dosmann/Duchon combination apparatus when the outer end cap is in contact with the 
skin would evacuate the air from the inner and outer ends caps and thusly create a 
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vacuum that would position the skin of the test subject against he second end of the 
inner end cap. 

Further regarding claims 5 and 6; it would have been obvious to one of ordinary 
skill in the art at the time of the invention to use known methods of applying a vacuum in 
blood collection devices including use of a diaphragm or bellows. 

In regards to claim 7; Dosmann discloses using a light source for illuminating the 
reaction of the reagent and analyte in the fluid sample and a light detector for detecting 
light transmission through the reaction (paragraph [0014]). 

Regarding claim 1 1 ; Duchon discloses that the retracted and collection positions 
are substantially the same (figures 13e and 131). 

Further regarding claims 12-34; the method as claimed is would define the 
obvious use of a Dosmann/Duchon combination in view of Dosmann's disclosure on the 
method of optically analyzing a body fluid collected from a puncture site (paragraph 
[0014]) and Duchon's disclosure of how the lancing body and mechanism works 
(paragraph [0066]-[0067]). 

In regards to claim 18; it would have been obvious to one of ordinary skill of 
optical analysis to determine the start time of a colorimetric reaction based on the light 
transmitted through the lancet. 

Conclusion 

7. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 
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US Patent 6,896,850 to Subramanian et al; discloses a micro sampling device 
having a window allowing a sample to be analyzed optically. 

US Patent 4,627,445 to Garcia et al; discloses a glucose medical monitoring 
system. 

US Patent 5,951 ,492 to Douglas et al; discloses a method and apparatus for 
sampling and analyzing a body fluid. 

US Patent Application Publication US 2003/0018282 to Effenhauser et al; 
discloses a system for withdrawing small amounts of body fluid. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ADAM J. EISEMAN whose telephone number is 
(571)270-3818. The examiner can normally be reached on Mon-Thurs, 8:00 PM - 5:00 
PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor. Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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